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person who makes final delivery or sale
to the ultimate consumer or user, but
does not repackage, or otherwise
change the container, wrapper, or la-
beling of the device or device package.

(h) Any term defined in section 201 of
the act shall have that meaning.

(i) Restricted device means a device for
which the Commissioner, by regulation
under §801.109 of this chapter or other-
wise under section 520(e) of the act, has
restricted sale, distribution, or use
only upon the written or oral author-
ization of a practitioner licensed by
law to administer or use the device or
upon such other conditions as the Com-
missioner may prescribe.

(J) Classification name means the term
used by the Food and Drug Administra-
tion and its classification panels to de-
scribe a device or class of devices for
purposes of classifying devices under
section 513 of the act.

(k) Representative sampling of adver-
tisements means typical advertising ma-
terial that gives the promotional
claims made for the device.

(I) Representative sampling of any other
labeling means typical labeling mate-
rial (excluding labels and package in-
serts) that gives the promotional
claims made for the device.

(m) Material change includes any
change or modification in the labeling
or advertisements that affects the
identity or safety and effectiveness of
the device. These changes may include,
but are not limited to, changes in the
common or usual or proprietary name,
declared ingredients or components, in-
tended use, contraindications,
warnings, or instructions for use.
Changes that are not material may in-
clude graphic layouts, grammar, or
correction of typographical errors
which do not change the content of the
labeling, changes in lot number, and,
for devices where the biological activ-
ity or known composition differs with
each lot produced, the labeling con-
taining the actual values for each lot.

(n) 510(k) summary (summary of any
information respecting safety and ef-
fectiveness) means a summary, submit-
ted under section 513(i) of the act, of
the safety and effectiveness informa-
tion contained in a premarket notifica-
tion submission upon which a deter-
mination of substantial equivalence
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can be based. Safety and effectiveness
information refers to safety and effec-
tiveness data and information support-
ing a finding of substantial equiva-
lence, including all adverse safety and
effectiveness information.

(0) 510(k) statement means a state-
ment, made under section 513(i) of the
act, asserting that all information in a
premarket notification submission re-
garding safety and effectiveness will be
made available within 30 days of re-
quest by any person if the device de-
scribed in the premarket notification
submission is determined to be sub-
stantially equivalent. The information
to be made available will be a duplicate
of the premarket notification submis-
sion, including any adverse safety and
effectiveness information, but exclud-
ing all patient identifiers, and trade se-
cret or confidential commercial infor-
mation, as defined in §20.61 of this
chapter.

(p) Class Il certification means a cer-
tification that the submitter of the
510(k) has conducted a reasonable
search of all known information about

the class Ill device and other similar,
legally marketed devices.
(g) Class Il summary means a sum-

mary of the types of safety and effec-
tiveness problems associated with the
type of device being compared and a ci-
tation to the information upon which
the summary is based. The summary
must be comprehensive and describe
the problems to which the type of de-
vice is susceptible and the causes of
such problems.

(r) U.S.-designated agent means the
person, residing in the United States,
designated and authorized by the
owner or operator of a foreign manu-
facturer who exports devices into the
United States and is responsible for:

(1) Submitting MDR reports,

(2) Submitting annual certifications,

(3) Acting as the official correspond-
ent,

(4) Submitting registration informa-
tion,

(5) Submitting device listing infor-
mation, and
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